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- The MAILING DATE of this communication appears on the cover sheet with the correspondence address -- 
Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1.136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the .maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure 1o reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 

- Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1)^ Responsive to communication(s) filed on 11 July 2003 . 
2a)|3 This action is FINAL. 2b)D This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 
Disposition of Claims 

4) M Claim(s) 1-4.6-8.10 and 31-55 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) I3 Claim(s) 46-48 is/are allowed. 

6) |3 Claim(s) 1-4.6.31.32,38-40.49 and 52-54 is/are rejected. 

7) I3 Claim(s) 7.8.10.33-37.41-45.50.51 and 55 is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10) Q The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 

11) D The proposed drawing correction filed on is: a)D approved b)D disapproved by the Examiner. 

If approved, corrected drawings are required in reply to this Office action. 

12) D The oath or declaration is objected to by the Examiner. 
Priority under 35 U.S.C. §§119 and 120 

13) D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 

a)0 All b)D Some*c)D None of: 

1 .□ Certified copies of the priority documents have been received. 

2. D Certified copies of the priority documents have been received in Application No. . 

3. D Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 

14) 13 Acknowledgment is made of a claim for domestic priority under 35 U.S.C. § 1 19(e) (to a provisional application). 

a) □ The translation of the foreign language provisional application has been received. 

15) D Acknowledgment is made of a claim for domestic priority under 35 U.S.C. §§ 120 and/or 121 . 

Attachment(s) 

1 ) □ Notice of References Cited (PTO-892) 4) □ Interview Summary (PTO-41 3) Paper No(s). . 

2) □ Notice of Draftsperson's Patent Drawing Review (PTO-948) 5) □ Notice of Informal Patent Application (PTO-152) 

3) □ Information Disclosure Statement(s) (PTO-1449) Paper No(s) . 6) □ Other: 
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Scope of Enablement Rejection 

Claims 1-9 and 26-30 were rejected as being broader than their enabling 
disclosure. 

This rejection is maintained in part, and is now applicable to claims 1-4, 6, 31 , 32, 
38-40, 49 and 52-54. 

Upon reconsideration, the claims are viewed as lacking adequate enablement 
only for the term "modulator of cellular glutathione effective to decrease cellular 
glutathione levels". 

Applicant argues that several compounds (i.e. those disclosed in the specification 
at page 15, line 26 to page 16, line 7) are effective to decrease cellular glutathione and 
that "others are known in the art" (bottom of page 1 1 of Applicant's response). None are 
provided, however. 

Applicant also argues that "a person would be readily able to practice numerous 
embodiments of the invention as claimed in claim 1 , by performing in a straightforward 
fashion the routine experiments described in the specification at page 23, line 1 1 to 
page 24, line 25". Those tests are so broad, however, as to provide no meaningful 
guidance in determining suitable compounds "effective to decrease cellular glutathione", 
in that broad functional scope. The situation is analogous to that set forth in various 
recent precedent. See Regents of the University of California v. Eli Lilly & Co. . 1 1 9 F. 3d 
1559. 1568 (Fed. Cir. 1997) , cert, denied, 523 U.S. 1089. 118S.Ct. 1548(1998) , which 
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holds that an adequate written description requires a precise definition, such as by 
structure, formula, chemical name, or physical properties, "not a mere wish or plan for 
obtaining the claimed chemical invention." Eli Lilly. 119 F.3d at 1566 . Moreover, 
although Eli Lilly was decided within the factual context of DNA sequences, this does 
not preclude extending the reasoning of those cases to chemical structures in general. 
Univ. of Rochester v. G.D. Searle & Co. . 249 F. Supp.2d 216, 225 (W.D.N.Y. 2003). 

Consonant with the reasoning of such precedent, Applicant's broad recitation of a 
"modulator of cellular glutathione" is viewed as a "mere wish or plan" to obtain such 
compounds, without adequate guidance from the specification for obtaining sufficiently 
specific compounds. 

Allowable Subject Matter 

Claims 46-48 are allowable as presently advised. 

Claims 7, 8, 10, 33-37, 41-45, 50, 51 and 55 are objected to as being dependent 
upon a rejected base claim, but would be allowable if rewritten in independent form 
including all of the limitations of the base claim and any intervening claims. 

Action is Final 



THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1.136(a). 
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A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1.136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 

Correspondence 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Frederick Krass whose telephone number is (703) 308- 
4335. The examiner can normally be reached on Monday, Tuesday and Thursday from 
9am to 5pm, and on Fridays from 1 1am to 7pm. The examiner is off Wednesday. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Marianne Seidel, can be reached at (703) 308-4725. The fax phone number 
for the organization where this application or proceeding is assigned is (703) 308-4556. 

Any inquiry of a general nature or relating to the status of this application or 
proceeding should be directed to the receptionist whose telephone number is (703) 308- 
0193. 
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